Responses graded as essential or non-essential (in a Scale)]
•
Should separate informed consent forms be developed for different levels of questionnaires or procedures?
• Should the information sheet be written in laypersons' language?
• Should it make it clear that the proposed study is research?
• Should it describe the purpose and duration of research?
• Should it describe the procedures to be carried out?
• Should it provide information on the risks and discomforts of participants?
• Should it describe the benefits for the research participants, if any, and for others?
• Should it include the procedures to be followed to ensure confidentiality of the research participants and the information provided by them?
• Should it describe the nature of any compensation or reimbursement to be provided?
• Should it specifically mention that participation is voluntary and refusal to participate (or discontinue participation) will involve no penalty or loss of medical benefits to which the participant was otherwise entitled?
• Should it describe the alternatives to participation?
• Should it provide the name and contact information of a person who can provide more information about the research project at any time?
• Should it conclude with a statement such as: "I have read the forgoing information, or it has been read to me. I have had the opportunity to ask questions about it and any questions I have been 5 asked have been answered to my satisfaction .I consent voluntarily to participate as a subject in this study and understand that I have the right to withdraw from the study at any time without in any way affecting my further medical care"?
• Should provision be made for the subjects incapable of reading and signing the written consent form (e.g. illiterate patient)?
• Should provision be made for subjects incapable of giving personnel consent (e.g.
for cultural reasons, children or adolescents less than the legal age for consent in the country, subjects with mental illness, etc)?
